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}DATA'EVALUATION RECORD

: CHEMICAL: Oxine. Copper (Copper 8-Qu1nollnolate)
'ﬂjShaughnessey Number. 024002.

daTEST MATERIAL., Ro 17 0099/000. Copper 8-Qu1nollnolate,
:V'bls-(s-qulnollnolato)—copper, ‘Batch. No.,8293/3 929. 5%
: upurlty, a dark green/yellow powder. b

_ STUDY TYPE., 71- 1A._ ‘Avian- Slngle Dose Oral LD Test
hf‘Spe01es Tested' Bobwhlte qua11 (Collnus v1rg1n1anus)"

CITATION: Hakln, B., M H. Rodgers and I Grutzner.f 1991.
Ro 17-00997/000 (Copper 8—Quinollnolate) -Acute Oral Tox1clty
5 (LDgy) to the Bobwhite Quail. Study performed by Huntingdon-
x Research Cenre Ltd., Huntlngdon,‘Cambrldgeshlre, England,
and. RCC UMWELTCHEMIE AG, Itingen, Sw1tzer1and. Laboratory

. Study No. HIR 182- 901854/Rcc 284253, Submitted. by La- -~

i Quinoleine ‘et. ses derlvés S.A, EPA MRID No. 429271~ -01."
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5? Applled Sc1ences ~Inc.. ' S '
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CONCLUSIONS° ~This. study is sclentlflcally sound and meets

‘the guideline requlrements for. an avian oral LD, test.

- Based on ‘nominal concentrations,: the LD0 was 618 mg/kg. :
This value class1f1es the test. materlal ‘as slightly. tox1c to
bobwhite quail. - The NOEL was not. establlshed due to

'treatment-related behav1ora1 abnormalltles at all test
levels._, .

‘vRECOMMﬁNDATIdNB:’ N/A.
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~ MRID No. 429271-01
 BACKGROUND: . . R

DISCUSSION OF INDIVIDUAL TESTS: N/A. .
. MATERTALS AND METHODS: o

‘Test Animalg: Bobwhiﬁe,quail'(Cblihu§>Virgﬂnianus) were

obtained from -a.commercial supplier in Cambridgeshire; -

.England, and were phenotypically indistinguishable from

wild birds. The birds were acclimated to the facilities

for 14 days prior to initiation of the test. ‘The study’ -

was conducted. on two separate groups .of birds. The

second group was_approximatelyjS“anths of age.

~ first group was approximately 4 months of age, and the

Test 8ystem:. Birds-Wefe;housedfindqorsfin“pehS‘,~

‘constructed of polythene coated steel wire. Artificial
‘lights provided 7 hours of light.pgrlﬁay.',The»avgrage o
" ominimum and maximum temperatures;duringithe!main-studyh.'

were 19 + 1.2°C andzzipi,1;2°c¢ respectively, with a

_ .mean relative humiditY'of'74'i’752%{g,The_gwerage '
minimum and maximum temperatures for ‘the later-dosed

groups were 16 # 1,§*C and.19‘i.Z;Z?C;vreSpectively, :

Dosage: Singlefdose‘dral LD, téét:';DcsaQQS initially
used were 0, 305, 488, 781, 1250, and 2000 milligrams of

Ro 17-0099/000. per kilogram of body weight (mg/kg). . -
Three groups were later dosed at 0, 119 and 191 ng/kg.

‘The initial groups were observed for 23 days:.after = -
.dosing; the later groups were obSerVed-for“14ﬁdays‘after;

dosing.

.. Design: The birds weré[assiénéd<to‘Eréatment groups

based on bodyweight, with. the goal’of similar mean . -
bodyweights in each group. - Each group consisted. of five

males and five fémales. The birds were separated;by?sex:"

into groups of 2 or 3 birds per.cage. . All . birds were
fed HRC layer diet. . Food: and water were supplied ad
libitum during acclimation and during the test, except

‘during.ﬁhev18-hour¢periog{immediately.pribr‘tO'dOSihq,"]>'

when food:was withheld. °

The six initial groups were dosed on 9/25/90,'”Ektra
groups dosed at lower levels were required due to.

- unexpecteq‘mortality at the 305 and 488 mg/kg‘treathent o
Mleve;s. The later groups Were'dosed onv11/7/90,’ '

I

- The test substance wasvdispersed in cofn 0il. DOSages

were'administered‘by oral intubation using a syringe and7
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‘plastic catheter. Each bird was: individually weighed:
and dosed on the basis of milligrams 'of test substance . .
per kilogram of body weight. The control birds received
a corrésponding—Volume'(10'm1[kg):pfgcbrn oil. . Samples
of the dosing solutions were collected to verify test

concentrations, and were analyzed using high performance
“liquid chromatography. : - : . ‘
All birds were observed daily for mortalities, signs of
toxicity, and abnormal behavior. The birds were
individually weighed on days -14, =7,°0, 7, and 14. The
initially dosed groups were also individually weighed on
~days 21 and’23. .Group food consumption was -determined
for days -14 to -8, -7 to -1, 1 to 7, and 8 to 14 in all
groups:; food‘consumption.in,thévinitially‘dosed'groups'f
:was also determined for days 15 to 21 and. 22 to 23. -

all mortalities‘andﬂoh"teh'birdSufromrtheihighESt
- surviving dosage group at study termination.

vMacfosCopicxp05t\mortem“examihétidnSywére’conducted on

E. Statisties: Thebeh,and'Qs% COhfidencéVintérvallwefe»
calculated by probi% analysis. = = - N
. REPORTED RESULTS: ;Anélyses of dosing solutions showed that -
" measured concentrations.of<test.materialeere'within the .

. . range of 93.4 to 115.9% of nominal values.

There were no mortalities in the initial or the later-dosed = .
+ . control group.. :All birds in the control groups were normal
- in appearance dand behavior throughout the study. '

488, 781, 1250, and 2000 ng/kg test levels, respectively
(Tablev1,~attachEQ), - . o ‘

There was 10%, 50%, 50%, 90% and 100% mortality at the 305, -

" Behavioral signs of toxicity consisted of!a subdued ,

=appearance, unsﬁeadiness,'ruffled"feathers,,liquidjexcreta;.

, and prostrate posture. One or more of these signs were

’ ~noted in all treatment groups, with~;he;séverityvand.time'to‘ ¥
recovery varying directly with: increasing dosage. ' i

Group bodyweights and fOOd,consumptiongwere'decreased”in arl -
.. groups dosed at .or above 305 mg/kg during days 0-7 (Tables 2 .
j and 3, attached). o : : o

. Most abnormalities hoted at necropsy consisted of colored

. and/or enlarged crops and gastrointestinal tracts. 1In many -
| cases, the gastrointestinal tract contained a.greenish brown
i fluid. - ' ' - o DT ‘ :
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STUDY AUTHOR'S CONCLUSIONS/QUALITY ASSURANCE MEASURES: n
‘The oral LD,, was 618 mg/kg, with a 95% confidence interval

of 478 to 803 .mg/kg. A slight treatment related effect .

"Théﬂrepbft contained staiéﬁents'certifying,that th

- (abnormal behavioral observations) was noted at 119 mg/kg, . -
the lowest treatment level tested. ' ' R '

e study

. was inspected by the laboratory’s Quality Assurance '
‘department. The GLP statement was.as follows: "“The . :

submitter of this study was neither the sponsor of this

study nor conducted it, .and doés not know whether it has

A,

- were the sdme as reported by the authors. The slope of

’-beéhgconducted‘ih;accqrdance with,4Q-CFRZPart_1607“‘ _
REVIEWER'S DISCUSSION.AND INTERPRETATION OF STUDY RESULTS: -

Test Procedure: TheEteSt'pfdcedureé‘werévihfaccordancé

with Subdivision E and SEP guidelines with the following

. exceptions:-

Thé'bi?dszweré'not randomly assighea'tq,grbups.' L
Instead, the assignments: were based on bodyweight, with
‘the goal of simi1ar-meah‘bodyweights‘in:each,grpup;

a1l groups were not tested cdhcurténtly.“ The two lowest
treatment groups were dosed 43 days after the initially"

. dosed:groups.

‘statistical Analysis: The reviewer used EPA’s Toxanal
‘computer’ program to. calculate the LD;, value (attached
printout). The LDy, (618 mg/kg) and confidence interval
the dose response curve was 4.1. - .

il

\'.giécussibnznesultsz‘ Two Additiohél‘tfeatment;grbups and
- one control group were dosed 43 days after the initial

groups were dosed. Normally, this would.be'unaCCeptablé*
for a toxicity test. In this case, however, no birds .

"jdiedéinfthe“later dosed groups. The LDW, therefore, is

"-not affected by thé;addition‘or'qeletion?of the later

' groups. -

' The birds;weré‘nbt'randohly.assighed’to_grodps.” a

Instead, the assignments were basedﬁon‘bodyweight;;with,

the goal of similar'meanibpdyweightsvinﬁeach group. o
- This method of assignment probhably did not affect the : :

outcomégof.the_test. The registrant, however, should
‘enact procedures in future tests that providé random.
assignments to groups. = = IR ' s
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Based on nom1na1 concentratlons, the 1D, was 618 mng/kg,
“classifying the test material as sllghtiy toxic to
bobwhite quail. . The NOEL was not established, due to
:treatment-related behav1ora1 _abnormalities at all test-
~levels. The study is sc1ent1f1ca11y sound, "and meets
- the guldellne requlrements for an av1an oral LDgq test.

D._ Adeggacy of the study

(1) c1assification°' Core.

{2) Ratzonale. N/A.

(3) Repairabil1ty°. N/A.‘.

'COMPLETION OF ONE-LINER: Yes: December 10, 1593,

e
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Page is not included in this copy.

Pages { through fi are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert ingredients.
Identity of product impurities.
Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.
A draft product label.
The product confidential statement of formula.
Information about a pending registration action.
»////FIFRA registration data.
The document is a duplicate of page(s)

The document is not responsive to the request.

The information not included is generally considered confidential
by product registrants. If you have any questions, please contact
the individual who prepared the response to your request.




.1Lv.' WHI’I‘TEN OXINE COPPER Collnus V:Lrglnlanus 12-10-93

'CONC." ' NUMBER . NUMBER PERCENT - = BINOMIAL
- 'EXPOSED -~ . DEAD , DEAD . - ' ' PROB. (PERCENT)

2000 .10 10 . 100 . 9.765625E-02
1250 10 - 9 - 90 . 1.074219

781 . 10 5 ‘50 : - 62.30469

488. 10 5 - 50 62.30469

305 10 1 10 . - 1.074219 ,
191 - 10 0 0 - ' 9.765625E-02
119 10 0 0 - ' 9.765625E-02".

- THE BINOMIAL TEST SHOWS THAT 305. AND 1250 CAN ‘BE .

- USED AS STATISTICALLY SOUND CONSERVATIVE 95 PERCENT
CONFIDENCE LIMITS,. BECAUSE THE ACTUAL CONFIDENCE LEVEL
'ASSOCIATED WITH THESE LIMITS IS GREATER THAN 95 PERCENT.

AN APPROXIMATE_LCSO'FOR‘THIS SET OF DATA is3sl7ﬁ3553‘

RESULTS CALCULATED USING THE MOVING AVERAGE METHOD | S
SPAN (e LC50 . . ' .95 PERCENT CONFIDENCE LIMITS
-6 .1144041‘  617.6233 - 474.3323 854.5744

RESULTS CALCULATED USING THE PROBIT METHOD

ITERATIONS = . G- ~ H ' GOODNESS OF FIT PROBABILITY
Y f"».1573833 ' 1 SR .7376048 o
SLOPE. = ‘ 4. 11254V o
95 PERCENT CONFIDENCE LIMITS = 2. 481031 - AND 5.744049
LC50 =  618.3001 T ~ S o
95 PERCENT ‘CONFIDENCE LIMITS = 478.4362 AND 803.1363 . . -
1C10 = 303.66 , '
95 PERCENT CONFIDENCE LIMITS - 175, 4738 AND 404.9661
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*************************************************************************
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